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Copies of documents presented for consideration are listed on a separate form, but also 
are noted below with "extras" - commentary and directions - to direct the reviewer. 
These documents refer to three epidemiology (human) data sets: [A] the Taiwan data set, 
part of which the EPA regulators relied on in lowering the arsenic in drinking water 
standard from 50 to 10 ng/L (or parts per billion [ppb]); [B] the Millard, Utah data set 
that EPA scientists collected and published on, but EPA regulators ignored; and [C] the 
Cuzak data set of British patients treated medicinally for non cancer ills with arsenic. 

A. 

1. Kayajanian, G. "Arsenic, cancer and thoughtless policy" (2003). Ecotoxicology 
and Environmental Science 55: 139-142. This paper examines broad cancer 
groupings in all three data sets. 

2. Pages 308-309 [Table A-10-1] NRC (NAS) 1999 Arsenic in Drinking Water 
Report . National Academy Press. These two pages contain the actual data EPA 
employed to justify lowering the arsenic standard; Kayajanian also relied on this table 
to contradict the EPA claims and, in part, to make his patent claims. 

3. Morales, KH, Ryan, L et al., "Risk of Internal Cancers from Arsenic in Drinking 
Water" (2000). Environmental Health Perspectives 108(7 ): 655-661. This paper 
draws the EPA conclusion that lowering the arsenic level always lowers the bladder 
cancer mortality. Note particularly in Table 5 the Cancer and PYR (person-years) 
entries associated with exposure categories 0-50 and 50-100. The cancer rate 
increases in 0-50 compared to 50-100, which Morales, Ryan fail to note, even as they 
validate the kind of comparison Kayajanian makes using exposure groupings [(10-32) 
and (42-60)], which are more relevant to the EPA regulatory question: Should EPA 
keep the arsenic-in-drinking-water standard at 50 ppb or lower it? 

B. 

4. Cover sheet (identity of sender deleted), two tables, five-page 2000 EPA Report 
["A Re- Analysis of Arsenic-Related Bladder and Lung Cancer Mortality in Millard 
County, Utah"] and 55-page data set on the Millard, Utah population published on by 
Lewis, Southwick et al. in 1999. 

5. Manuscript: Kayajanian, G. "J-shaped Disease Response to Arsenic Levels in 
Utah Drinking Water" based on the 55-page Millard, Utah set, drafted prior to this 
patent filing. 

C. 

6. Cuzick, J., Evans, S. et al cc Medicinal Arsenic and Internal Malignancies" (1982). 
British Journal Cancer 45: 904-910. See Table III. 



Mi 



7 



Under the Par 



rwnrk Reduction Act of 199 5 no persons are required to respond 



PTO/SB/08a (07-05) 
Approved for use through 07/31/2006. OMB 0651-0031 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
to a collection nf information H nlRSfi if contains a valid OMB control numf— 



^DEgjiSfitute for form 1449A/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Use as many sheets as necessary) 



. Sheet 



Application Number 



Filing Date 



Complete if Known 



First Named Inventor 



Art Unit 



Examiner Name 



Attorney Docket Number 



l/ony* inula** S. 



U. S. PATENT DOCUMENTS 




Examiner 
Initials* 


Cite 
No. 1 


Document Number 


Publication Date 
MM-DD-YYYY 


Name of Patentee or 
Applicant of Cited Document 


Relevant Passaaes or Relevant 
Figures Appear 


. . i j j_ 2 (f known) 

Number-Kind Code 






us- / ^/s*r / D**) 
























us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












us- 












US- 








FOREIGN PATENT DOCl 


IMENTS 






Examiner 
Initials* 


Cite 
No.' 


Foreign Patent Document 


Publication Date 
MM-DD-YYYY 


Name of Patentee or 
Applicant of Cited Document 


Pages, Columns, Lines, 
Where Relevant Passages 
or Relevant Figures Appear 


T 5 


Country Code 3 "Number 4 Kind Code 5 (// known) 




































































Examiner 
Signature 


Date 

Considered 



c/v-\ivm^cr\. iiiiudi ii iciciciiuc wiisiucicu, vtii&ui^. ■ -~ ■ — — - - # 

considered. Include copy of this form with next communication to applicant. 1 Applicant's unique citation designation number (optional). ^ See Kinds Codes or 
USPTO Patent Documents at www.uspto.Qov or MPEP 901.04. 3 Enter Office that issued the document by the two-letter code (WIPO Standard ST.3). 4 For 
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document 5 Kind of document by 
the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. 6 Applicant is to place a check mark here if English language 

Translation is attached. L( . . . . ,, , . . 4 . 

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the 
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, 
induding gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments 
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer U.S. patent 
and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS 
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 

if you need assistance in completing the form, call 1-800-PTO-9199 and select option 2. 
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considered. Include copy of this form with next communication to applicant. 

1 Applicant's unique citation designation number (optional). 2 Applicant is to place a check mark here if English language Translation is attached. 
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the 
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, 
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments 
on the amount of time you require to complete this form and/or suggestions for redudng this burden, should be sent to the Chief Information Officer, U.S. Patent 
and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS 
address. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 2231 3-1450. 



If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2. 



